




 

 

 
 

  
 

 
      

    
  

 
 

  
 

 
     

   
     

 
   

  
   

    
   

   
    

 
 

   
   

 
    

  
     

 
 

 
   

   
  

 
  

 
  

   
  

  
 

  
    

 
 

FULL PRESCRIBING INFORMATION
 

WARNING: SERIOUS INFECTIONS AND MALIGNANCY 

SERIOUS INFECTIONS 
Patients treated with CIMZIA are at increased risk for developing serious infections that may lead 
to hospitalization or death [see Warnings and Precautions (5.1) and Adverse Reactions (6.1)]. Most 
patients who developed these infections were taking concomitant immunosuppressants such as 
methotrexate or corticosteroids. 

CIMZIA should be discontinued if a patient develops a serious infection or sepsis. 

Reported infections include: 
•	 Active tuberculosis, including reactivation of latent tuberculosis.  Patients with tuberculosis 

have frequently presented with disseminated or extrapulmonary disease. Patients should be 
tested for latent tuberculosis before CIMZIA use and during therapy.  Treatment for latent 
infection should be initiated prior to CIMZIA use. 

•	 Invasive fungal infections, including histoplasmosis, coccidioidomycosis, candidiasis, 
aspergillosis, blastomycosis, and pneumocystosis. Patients with histoplasmosis or other invasive 
fungal infections may present with disseminated, rather than localized disease.  Antigen and 
antibody testing for histoplasmosis may be negative in some patients with active infection. 
Empiric anti-fungal therapy should be considered in patients at risk for invasive fungal 
infections who develop severe systemic illness. 

•	 Bacterial, viral and other infections due to opportunistic pathogens, including Legionella and 
Listeria. 

The risks and benefits of treatment with CIMZIA should be carefully considered prior to initiating 
therapy in patients with chronic or recurrent infection. 

Patients should be closely monitored for the development of signs and symptoms of infection during 
and after treatment with CIMZIA, including the possible development of tuberculosis in patients 
who tested negative for latent tuberculosis infection prior to initiating therapy. [see Warnings and 
Precautions (5.1) and Adverse Reactions (6.1)]. 

MALIGNANCY 
Lymphoma and other malignancies, some fatal, have been reported in children and adolescent 
patients treated with TNF blockers, of which CIMZIA is a member [see Warnings and Precautions 
(5.2)]. CIMZIA is not indicated for use in pediatric patients. 

1 INDICATIONS AND USAGE 

1.1 Crohn’s Disease 
CIMZIA is indicated for reducing signs and symptoms of Crohn’s disease and maintaining clinical 

response in adult patients with moderately to severely active disease who have had an inadequate 
response to conventional therapy. 

1.2 Rheumatoid Arthritis 
CIMZIA is indicated for the treatment of adults with moderately to severely active rheumatoid 

arthritis (RA). 
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5 WARNINGS AND PRECAUTIONS 

5.1 Risk of Serious Infections 
[see Boxed Warning] 
Patients treated with CIMZIA are at an increased risk for developing serious infections involving 

various organ systems and sites that may lead to hospitalization or death. 

Opportunistic infections due to bacterial, mycobacterial, invasive fungal, viral, parasitic, or other 
opportunistic pathogens including aspergillosis, blastomycosis, candidiasis, coccidioidomycosis, 
histoplasmosis, legionellosis, listeriosis, pneumocystosis and tuberculosis have been reported with TNF 
blockers.  Patients have frequently presented with disseminated rather than localized disease. 

Treatment with CIMZIA should not be initiated in patients with an active infection, including 
clinically important localized infections. Patients greater than 65 years of age, patients with co-morbid 
conditions, and/or patients taking concomitant immunosuppressants (e.g. corticosteroids or methotrexate) 
may be at a greater risk of infection. The risks and benefits of treatment should be considered prior to 
initiating therapy in patients: 

• with chronic or recurrent infection 

• who have been exposed to tuberculosis 

• with a history of an opportunistic infection 

•	 who have resided or traveled in areas of endemic tuberculosis or endemic mycoses, such as 
histoplasmosis, coccidioidomycosis, or blastomycosis 

• with underlying conditions that may predispose them to infection 

Tuberculosis 

Cases of reactivation of tuberculosis or new tuberculosis infections have been observed in patients 
receiving CIMZIA, including patients who have previously received treatment for latent or active 
tuberculosis.  Patients should be evaluated for tuberculosis risk factors and tested for latent infection prior 
to initiating CIMZIA and periodically during therapy. 

Treatment of latent tuberculosis infection prior to therapy with TNF-blocking agents has been 
shown to reduce the risk of tuberculosis reactivation during therapy.  Induration of 5 mm or greater with 
tuberculin skin testing should be considered a positive test result when assessing if treatment for latent 
tuberculosis is needed prior to initiating CIMZIA, even for patients previously vaccinated with Bacille 
Calmette-Guerin (BCG). 

Anti-tuberculosis therapy should also be considered prior to initiation of CIMZIA in patients with a 
past history of latent or active tuberculosis in whom an adequate course of treatment cannot be confirmed, 
and for patients with a negative test for latent tuberculosis but having risk factors for tuberculosis 
infection.  Consultation with a physician with expertise in the treatment of tuberculosis is recommended 
to aid in the decision of whether initiating anti-tuberculosis therapy is appropriate for an individual 
patient. 

Tuberculosis should be strongly considered in patients who develop a new infection during 
CIMZIA treatment, especially in patients who have previously or recently traveled to countries with a 
high prevalence of tuberculosis, or who have had close contact with a person with active tuberculosis. 
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Selecting and preparing your injection site: 

Step 7.
 
Choose your injection site(s) on your stomach or upper thighs. See Figure 

D. 

•	 Choose a new injection site each time you use CIMZIA. 
•	 Each new injection should be given at least 1 inch from the site you used 

before. If you choose your stomach, avoid the 2 inches around your belly 
button (navel). 

•	 Do not inject into areas where your 

skin is tender, bruised, red or hard,
 
or where you have scars or stretch 

marks.
 

•	 Change injection sites between your 

stomach and upper thighs to reduce
 
the chance of having a skin reaction.
 

•	 You may want to write down the site
 
you use for your injection to help you
 
remember to use a different site each 

time you inject.
 

Step 8. 
Clean your injection site with an alcohol 
swab. Let the area dry completely. 

Giving your CIMZIA injection: 

Step 9. 
Pick up the prefilled syringe with 1 hand and hold it with the needle pointing
 
up. With your other hand, remove the needle cover by pulling straight up on 

the plastic ring. See Figure E.
 

Do not touch the needle and do not let the
 
needle touch any surface.
 
Place the needle cover to the side.
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Step  10.  Hold  the  syringe  so  the  needle  is  
pointing up. Lightly tap the syringe  to push any  
small  air bubbles to the top.   See Figure F.  
 
Gently  push the  plunger slowly  to  remove  any  
bubbles.   Stop  pushing  the  plunger when  all o f  
the air bubbles are gone.  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Step 11.  
Hold the syringe  in  1  hand.  With your  other hand,  
gently pinch a fold of  skin  at the cleaned injection 
site.   See Figure G.  
 
 
 
 
 
 
 
Step 12.   
With a quick, “dart-like” motion,  insert the  
needle into your skin  at about a 45 degree  
angle.  Release the pinched skin, keeping the  
syringe  in position. Slowly push on the plunger 
all the way down until the syringe  is empty.   
See Figure H.  
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Step 13. 
When the syringe is empty, pull the needle out of your skin while carefully 
keeping the needle at the same angle as inserted. 
See Figure I. 

Step 14. 
Place a dry cotton ball or gauze pad over the injection site for several 
seconds. See Figure J. 

Do not rub the injection site. Do not use an alcohol 
swab as it may cause stinging.  If there is a little 
bleeding, cover the injection site with a small 
bandage. 

To avoid a needle-stick injury, do not try to
 
recap the needle.
 
Do not reuse any of your injection supplies.
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Disposal of your syringes with needles attached: 

•	 Put your used syringes with needle attached in a FDA-cleared sharps 
disposal container right away after use. See Figure K. 

Do not throw away (dispose of) loose syringes and needles in 
your household trash. 

•	 If you do not have a FDA-cleared sharps disposal container, you may 
use a household container that is: 

o	 made of a heavy-duty plastic 
o	 can be closed with a tight-fitting, puncture-resistant lid, without 

sharps being able to come out 
o	 upright and stable during use 
o	 leak-resistant 
o	 properly labeled to warn of hazardous waste inside the container 

•	 When your sharps disposal container is almost full, you will need to 
follow your community guidelines for the right way to dispose of your 
sharps disposal container.  There may be state or local laws about how 
you should throw away used needles and syringes.  For more 
information about safe sharps disposal, and for specific information 
about sharps disposal in the state that you live in, go to the FDA’s 
website at: http://www.fda.gov/safesharpsdisposal. 

Do not dispose of your used sharps disposal container in your 
household trash unless your community guidelines permit this. Do not 
recycle your used sharps disposal container. 
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This Instructions for Use has been approved by the U.S. Food and 

Drug Administration.
 

Product manufactured by:
 
UCB, Inc. 

1950 Lake Park Drive
 
Smyrna, GA 30080
 

Revised: 10/2013
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